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DETAILED ACTION 

1 . This action is in response to the amendment filed November 13, 2008. This 
action is made FINAL. 

Claims 28-33 are currently pending. Claims 28, 30, and 32-33 have been 
amended. 

Withdrawn Rejections 

2. The rejection made under 35 1 1 2 2 nd in section 5 of the Office Action of August 
13, 2008 is withdrawn in view of Applicants arguments. 

The rejections made under 35 USC 102 in sections 7-9 of the Office Action of 
August 13, 2008 are withdrawn in view of amendments made to the claims. 

The rejections made under 35 USC 103 in sections 1 1-12 of the Office Action of 
August 13, 2008 are withdrawn in view of amendments made to the claims. 



Claim Rejections - 35 USC § 101 
3. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 32-33 are rejected under 35 U.S.C. 101 because the claimed invention is 
directed to non-statutory subject matter. 
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The rejected claims are drawn to a testing method using a DNA microarray. The 
rejected claims are drawn to methods which comprise steps of reading hybridization 
patterns, analyzing hybridization patterns, comparing information and outputting 
information to a storage medium. 

In re Bilski No. 2007-1 130 (Fed Cir. October 30, 2008) characterizes its machine- 
transformation test as "the governing test for determining patent eligibility of a process 
under section 101 ." Under this test, a process claim is patent-eligible if (and, as applied 
in Bilski, only if): "(1) it is tied to a particular machine or apparatus, or (2) it transforms a 
particular article into a different state or thing." 

In the instant case the claims are not tied to a particular machine because all of 
the steps can be performed mentally. For example reading a hybridization pattern, 
analyzing a hybridization pattern, and comparing a hybridization pattern can all be 
performed by just looking at the array. Further the step of "outputting the test 
information to a storage medium" can be performed by storing the information by 
memory (i.e. in ones brain which is technically a "storage medium"). As such the 
methods as claimed are not tied to a particular machine. Additionally the claims do not 
transform a particular article. Therefore the claims are not directed to patent eligible 
subject matter since they are not tied to any particular machine and they do not require 
any particular article to be transformed into another state or thing. 



Claim Rejections - 35 USC § 103 
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4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The following is a new rejection necessitated by amendment: 

5. Claims 28-33 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Hogan (US 2002/0110823 Pub 8/2002 Filed 10/2001) in view of Kris (US 
6238869 Issued 2001) and Beecham (US Patent 5876926 Issued 1999). 

Hogan teaches a method wherein a sample from a perioperative subject is used 
to generate a genomic profile for that subject. Hogan teaches that in some 
embodiments the genomic profile includes a set of markers that provide information that 
can be used to determine the course of treatment (Para 01 26). Hogan further teaches 
that in some embodiments the genomic profile includes a set of unique genomic 
identifiers (e.g., a series of polymorphic non coding SNPs) used to determine the 
identity of the subject (Para 0134). Additionally Hogan teaches that in preferred 
embodiments the genomic profiles are generated by hybridizing a genomic DNA sample 
to a DNA microarray and detecting hybridization (Para 0167-0176 and Para 210). 
Genomic DNA samples are expected to include genes suitable for personal 
identification and disease related genes. Thus Hogan teaches a method that 
comprises hybridizing a DNA sample including genes suitable for personal identification 
and disease related genes to a DNA microarray with probes capable of being used to 
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identify a subject and probes capable of being used to check on the health of a subject. 
By reading and analyzing the hybridization pattern on the array it is possible to 
determine the identity of the subject and obtain health related test information for the 
subject (Para 0167-0176). Hogan teaches that after the sequence information has been 
generated the information can be stored (e.g., as digital information on a portable chip) 
(para 0186). Thus Hogan teaches a method further comprising storing test information 
into storing means. 

Hogan does not teach a method wherein the microarray has two separated 
areas, wherein the first area contains probes for personal identification and the second 
area contains probes for checking on a health condition of the subject. 

However Kris teaches a microarray comprising a plurality of at least two discrete 
regions (abstract). 

Accordingly, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to have modified the method of Hogan by using a 
microarray that has two separated arrays as suggested by Kris. One of skill in the art 
would have been motivated to use the array of Kris when practicing the method of 
Hogan because the array of Kris allows one to analyze the presence or one or more 
targets (i.e. genes for personal identification and disease related genes) at the same 
time. From the teachings of the references, it was apparent that one of ordinary skill in 
the art would have had a reasonable expectation of success in producing a microarray 
with two separate areas wherein the first area contains probes for personal identification 
and the second area contains probes for checking on a health condition of the subject. 
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Therefore, modifying the method of Hogan by using a microarray that has two 
separated arrays was prima facie obvious to one of ordinary skill in the art at the time of 
the invention. 

Additionally Hogan does not teach a method comprising acquiring information 
recorded on a medical card owned by the subject and comparing the identification 
information from the microarray to the identification information on the medical card and 
only generating test information if the identification information on the medical card and 
microarray match. 

However Beecham teaches a method wherein biometric data submitted by a 
user is compared to stored biometric data (column 18, lines 8-20). In the instant case 
the biometric data submitted by the user is being interpreted as the identification 
information from the microarray and the stored biometric data is being interpreted as the 
identification information on the medical card. Beecham teaches that when the 
biometric data submitted by the user matches the stored biometric data then the 
medical data can be obtained (col 8, lines 55-65). Thus Beecham teaches a method 
comprising comparing the identification information on the microarray to the 
identification information on the medical card and releasing medical data when there is 
a match. 

Accordingly, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to have modified the method of Hogan by comparing the 
identification information on the microarray to the identification information on the 
medical card before recording the patients test results on the medical card as 
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suggested by Beecham. One of skill in the art would have been motivated to make the 
comparison in order to prevent someone from obtaining someone else's private medical 
information. 



The following is a new rejection necessitated by amendment: 
6. Claims 28-33 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Barrett (US 2005/0064436 Filed 3/2005) in view of Kris (US 6238869 Issued 
2001) and Beecham (US Patent 5876926 Issued 1999). 

Barrett teaches a method wherein a SNP profile is determined for a nucleic acid 
sample, where the determined SNP profiled is then employed to identify the source of 
the sample, e.g., the subject or patient from which the sample was obtained. Barrett 
further teaches that the sample can also screen for a condition, e.g., a disease. In 
some embodiments the sample is screened for a SNP profile and a disease 
simultaneously using an array of probes wherein the array includes both SNP probe 
features and disease probe features (para 0063). Barrett teaches that the sample may 
be genomic DNA which is expected to include genes suitable for personal identification 
and disease related genes. Thus Barrett teaches a method that comprises hybridizing a 
DNA sample including genes suitable for personal identification and disease related 
genes to a DNA microarray with probes capable of being used to identify a subject and 
probes capable of being used to check on the health of a subject. By reading and 
analyzing the hybridization pattern on the array it is possible to determine the identity of 
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the subject and obtain health related test information for the subject. Barrett further 
teaches that after the sequence information has been generated the information can be 
stored (e.g., as digital information in a database) (para 0053-0055). Thus Barrett 
teaches a method further comprising storing test information into storing means. 

Barrett does not teach a method wherein the microarray has two separated 
areas, wherein the first area contains probes for personal identification and the second 
area contains probes for checking on a health condition of the subject. 

However Kris teaches a microarray comprising a plurality of at least two discrete 
regions (abstract). 

Accordingly, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to have modified the method of Barrett by using a 
microarray that has two separated arrays as suggested by Kris. One of skill in the art 
would have been motivated to use the array of Kris when practicing the method of 
Hogan because the array of Kris allows one to analyze the presence or one or more 
targets (i.e. genes for personal identification and disease related genes) at the same 
time. From the teachings of the references, it was apparent that one of ordinary skill in 
the art would have had a reasonable expectation of success in producing a microarray 
with two separate areas wherein the first area contains probes for personal identification 
and the second area contains probes for checking on a health condition of the subject. 
Therefore, modifying the method of Barrett by using a microarray that has two 
separated arrays was prima facie obvious to one of ordinary skill in the art at the time of 
the invention. 
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Additionally Barrett does not teach a method comprising acquiring information 
recorded on a medical card owned by the subject and comparing the identification 
information from the microarray to the identification information on the medical card and 
only generating test information if the identification information on the medical card and 
microarray match. 

However Beecham teaches a method wherein biometric data submitted by a 
user is compared to stored biometric data (column 18, lines 8-20). In the instant case 
the biometric data submitted by the user is being interpreted as the identification 
information from the microarray and the stored biometric data is being interpreted as the 
identification information on the medical card. Beecham teaches that when the 
biometric data submitted by the user matches the stored biometric data then the 
medical data can be obtained (col 8, lines 55-65). Thus Beecham teaches a method 
comprising comparing the identification information on the microarray to the 
identification information on the medical card and releasing medical data when there is 
a match. 

Accordingly, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to have modified the method of Barrett by comparing the 
identification information on the microarray to the identification information on the 
medical card before recording the patients test results on the medical card as 
suggested by Beecham. One of skill in the art would have been motivated to make the 
comparison in order to prevent someone from obtaining someone else's private medical 
information. 
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The following is a new rejection necessitated by amendment: 
7. Claims 28-33 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Hashmi (US 2004/0048259 Filed 9/2002) in view of Kris (US 6238869 Issued 
2001) and Beecham (US Patent 5876926 Issued 1999). 

Hashmi teaches a method for genetic testing of an organism and for correlating 
the results of the genetic testing with a unique marker (i.e. SNP profile) that 
unambiguously identifies the organism (Abstract). Hashmi teaches that patients sample 
is contacted with a first set of probes that is used in an assay designed for genetic 
testing and the second set of probes is used in the determination of a molecular 
fingerprint (para 0089). Hashmi further teaches that the patients sample may be 
genomic DNA which is expected to include genes suitable for personal identification and 
disease related genes (para 0061 ). Thus Hashmi teaches a method that comprises 
hybridizing a DNA sample including genes suitable for personal identification and 
disease related genes to a DNA microarray with probes capable of being used to 
identify a subject and probes capable of being used to check on the health of a subject. 
By reading and analyzing the hybridization pattern on the array it is possible to 
determine the identity of the subject and obtain health related test information for the 
subject. Hashmi further teaches that after the sequence information has been 
generated the information can be stored in a database (para 0131). Thus Hashmi 
teaches a method further comprising storing test information into storing means. 
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Hashmi also teaches that if subsequent testing is performed the results of the second 
test may be verified unambiguously by comparing the genetic fingerprints associated 
with the first and second tests. Thus Hashmi teaches comparing first and second 
identification information. 

Hashmi does not teach a method wherein the microarray has two separated 
areas, wherein the first area contains probes for personal identification and the second 
area contains probes for checking on a health condition of the subject. 

However Kris teaches a microarray comprising a plurality of at least two discrete 
regions (abstract). 

Accordingly, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to have modified the method of Hashmi by using a 
microarray that has two separated arrays as suggested by Kris. One of skill in the art 
would have been motivated to use the array of Kris when practicing the method of 
Hashmi because the array of Kris allows one to analyze the presence or one or more 
targets (i.e. genes for personal identification and disease related genes) at the same 
time. From the teachings of the references, it was apparent that one of ordinary skill in 
the art would have had a reasonable expectation of success in producing a microarray 
with two separate areas wherein the first area contains probes for personal identification 
and the second area contains probes for checking on a health condition of the subject. 
Therefore, modifying the method of Hashmi by using a microarray that has two 
separated arrays was prima facie obvious to one of ordinary skill in the art at the time of 
the invention. 
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Additionally Hashmi does not teach a method comprising acquiring information 
recorded on a medical card owned by the subject and comparing the identification 
information from the microarray to the identification information on the medical card and 
only generating test information if the identification information on the medical card and 
microarray match. 

However Beecham teaches a method wherein biometric data submitted by a 
user is compared to stored biometric data (column 18, lines 8-20). In the instant case 
the biometric data submitted by the user is being interpreted as the identification 
information from the microarray and the stored biometric data is being interpreted as the 
identification information on the medical card. Beecham teaches that when the 
biometric data submitted by the user matches the stored biometric data then the 
medical data can be obtained (col 8, lines 55-65). Thus Beecham teaches a method 
comprising comparing the identification information on the microarray to the 
identification information on the medical card and releasing medical data when there is 
a match. 

Accordingly, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to have modified the method of Hashmi by comparing the 
identification information on the microarray to the identification information on the 
medical card before recording the patients test results on the medical card as 
suggested by Beecham. One of skill in the art would have been motivated to make the 
comparison in order to prevent someone from obtaining someone else's private medical 
information. 
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Response To Arguments 

8. In the response filed November 13, 2008, the Applicants stated that claims 32 
and 33 have been amended to clarify that test information is generated and outputted to 
a storage medium. Based on this amendment they Applicants submit that claims 32 
and 33 satisfy the requirements of 35 USC 101 as recently articulated in the In re Bilski 
case. 

This argument has been fully considered but is not persuasive. According to the 
In re Bilski decision a patentable process must either (1) be tied to a particular machine 
or (2) transform a particular article. In the instant case the claims are not tied to a 
particular machine because all of the steps can be performed mentally. For example 
reading a hybridization pattern, analyzing a hybridization pattern, and comparing a 
hybridization pattern can all be performed by just looking at the array. Further the step 
of "outputting the test information to a storage medium" can be performed by storing the 
information by memory (i.e. in ones brain which is technically a "storage medium"). As 
such the methods as claimed are not tied to a particular machine. Additionally the 
claims do not transform a particular article. Therefore claims 32 and 33 remain rejected 
under 35 USC 101. 

Regarding the art rejections the Applicants amended the claims to overcome the 
prior art of Hogan, Barrett, and Hashmi. Specifically the claims now require a DNA 
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microarray with two separate areas, wherein the first region has probes for personal 
identification and the second region has probes for checking on a health condition. The 
Applicants argue that the previously applied references fail to disclose or suggest using 
a DNA microarray that has two separate areas. This argument has been fully 
considered and was found persuasive however the Examiner has provided new art 
rejections based on the claims as amended. 

Further the Applicants argue that claims 32 and 33 as amended require 
comparing identification information from the microarray with identification information 
stored in a storage device and analyzing the hybridization state of the second DNA 
probe group only if the comparison indicates that both sets of identification information 
match. This argument has been fully considered but is not persuasive Beecham 
teaches a method wherein biometric data submitted by a user is compared to stored 
biometric data (column 18, lines 8-20). In the instant case the biometric data submitted 
by the user is being interpreted as the identification information from the microarray and 
the stored biometric data is being interpreted as the identification information on the 
medical card. Beecham teaches that when the biometric data submitted by the user 
matches the stored biometric data then the medical data can be obtained (col 8, lines 
55-65). Thus Beecham teaches a method comprising comparing the identification 
information on the microarray to the identification information on the medical card and 
releasing medical data when there is a match. 

Further the Applicants argue that claims 32 and 33 clearly indicate that the 
hybridization state of the second DNA probe group is analyzed only when the 
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information is determined to match. This argument has been fully considered but is not 
persuasive. In view of the "comprising" language of the claims, the claims are not 
actually limited to a method wherein the hybridization state of the second DNA probe 
group is analyzed only when the information is determined to match because the claims 
can accomplish additional steps. Even if the claims were limited to this Beecham states 
that when the biometric data does not match the stored biometric data, no test 
information is released (Col 18, lines 14-19). 

Conclusion 

9. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Amanda M. Shaw whose telephone number is (571) 
272-8668. The examiner can normally be reached on Mon-Fri 7:30 TO 4:30. If 
attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ram Shukla can be reached at 571-272-0735. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Amanda M. Shaw 

Examiner 

Art Unit 1634 



/Carla Myers/ 

Primary Examiner, Art Unit 1634 



